Interagency Pharmaceuticals Purchasing Study Group
Meeting Minutes | September 20, 2019
House Hearing Room, 2™ Floor of Legislative Hall (411 Legislative Avenue, Dover, DE
19901)

Co-chair Representative Raymond Seigfried called the meeting to order at 1:32 pm.

Members present include Co-Chair Seigfried, Tony Ward, Trinidad Navarro, Faith Rentz,
Stephen Groff, Richard Margolis, Marc Richman, Secretary Kara Odom Walker, and Victoria
Brennan. Also present were Christina Bryan, Lizzie Lewis, Deanna Killen (on behalf of Senator
Pettyjohn), Hooshang Shanehsaz, Fred Gibison, Joana Nassa, and Abigail Stoddard.

Co-Chair Seigfried asked committee members to review the meeting minutes from the July 19th
meeting.

Mr. Groff made a motion to approve the minutes. Secretary Walker seconded the motion, and the
meeting minutes from July 19, 2019 were approved.

Ms. Rentz of the Department of Human Resources provided a presentation on State Group
Health Program PBM contracting. Please refer to Appendix 1 at the end of these minutes. The
presentation covered prescription coverage for state employees and retirees; PBM services
contracting and procurement; pharmacy benefit management services; state group health
program trends; trends in indications and specialty drugs; healthcare spending trends; and
limitations and areas of concerns.

Co-Chair Seigfried asked if pharmacy benefit manager (PBM) or the statewide benefits office
determines the drug utilization review for the state plans.

Ms. Rentz replied that the PBM will approach the benefits office with different plan options, and
the office will choose. She added that PBMs are providing more value-based plans.

Co-Chair Seigfried remarked that Louisiana has implemented a Netflix-style subscription model.
Dr. Walker remarked that Louisiana’s problem was a lack of covered drugs, so they sought to
negotiate directly with insurers. She said it was not clear that Delaware would benefit from

engaging in that type of direct negotiation.

Ms. Rentz commented that the state is doing well with generic drug utilization compared to peer
states.

Co-Chair Seigfried asked for trends in generic drug utilization.

Ms. Rentz replied that the state has very deep discounts for generic drugs, so that is an area
where their spending is relatively controlled.



Co-Chair Seigfried asked if the state group health historical pharmacy spending data includes
rebates.

Ms. Rentz replied that the data does include rebates, which decreases the cost by millions of
dollars for both commercial and EGWP plans.

Stephen Groff, Division of Medicaid and Medical Assistance, Delaware Department of Health
and Social Services, provided a presentation on Medicaid as it relates to pharmaceutical
purchasing. Please refer to Appendix 2. He covered the processes through which Medicaid pays
pharmacies for the cost of drugs dispensed to Medicaid. His presentation explained the three
factors that contribute to Medicaid drug costs: ingredient costs, dispensing fees, and drug rebates.
Finally, Stephen provided an overview of Medicaid pharmacy expenditures and cost drivers by
therapeutic class and drug name.

Co-Chair Seigfried asked if rebate programs vary from state to state.
Mr. Groff replied that all states participate in the federal drug rebate program.

Mr. Groff noted that in some cases, brand drugs can be less expensive than the generics due to
drug rebates.

Co-Chair Seigfried asked if this occurs often.

Ms. Rentz replied that typically there are eight to ten brand drugs that are charged at the generic
level at any given time.

Mr. Groff added that this concept can cause confusion when looking at Medicaid cost data.
Mr. Richman asked if the drug rebate program comes back to DHSS or to the General Fund.

Mr. Groff replied that the Division retains the state portion of the rebate, but the annual budget
accounts for those funds.

Mr. Richman presented on the Department of Corrections pharmacy spending. Please refer to
Appendix 3 at the end of these minutes. He provided key data points relevant to the Department
including spending trends, major cost drivers, and essential components of the Department's
pharmacy contract. He highlighted the Department has full time pharmacists on site on the state's
level 5 prisons. Mr. Richman emphasized the positive impact that these pharmacists have on
health outcomes and cost control.

Ms. Rentz expressed her appreciation for Mr. Richman and Mr. Groff's work. She commented
that both groups essentially do the work of a pharmacy benefit manager.

Dr. Walker provided comments on the Delaware Psychiatric Center and the Delaware Hospital
for the Chronically I1l and emphasized that any policy solution should take those facilities into
consideration. She offered to have her Department's team provide data on those facilities.



Co-Chair Seigfried provided information on non-task force members who had been invited to
contribute to the work of the group. He invited Hooshang Shanehsaz to introduce himself and his
work as a pharmacist.

Mr. Shanehsaz introduced himself and his work as a contractor for the Department of Health and
Social Services.

Co-Chair Seigfried distributed information on potential conflicts of interests that may arise from
inviting outside participants to provide expertise to the committee. Please refer to Appendix 4.
He mentioned that he asked an attorney to research this information so that the committee could
take an extra precaution in bringing in outside input. He also introduced a potential consultant.

Fred Gibison from Mercer Health and Benefits introduced himself and commented on his work
with DMMA and other states in Mercer’s government healthcare practice. He stressed that
Mercer is a consulting firm not a PBM, which mitigates potential conflicts of interests.

Abigail Stoddard of Mercer Health and Benefits introduced herself and provided context on her
work as a pharmacist.

Joanna Nassa of Mercer Health and Benefits introduced herself and commented on her expertise
in collective purchasing and negotiating contracts.

Mr. Groft commented that the work of the committee aligns with the current scope of work
outlined in DMMA's contract with Mercer Health and Benefits.

Co-Chair Seigfried stated that another opportunity might be to engage the DHIN.

Co-Chair Seigfried presented committee members with a memorandum of best practices from
the National Conference of State Legislatures (see Appendix 5). He then provided the date for
the next meeting and adjourned the meeting at 2:25 pm.

These minutes were respectfully submitted by:

Taylor Hawk
Executive Assistant to Senator Nicole Poore.
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ﬁ%} DIVISION OF MEDICAID AND
MEDICAL ASSISTANCE

Presentation to the
Pharmaceutical Purchasing Study Group
September 20,2019

PRICING AND PAYMENT FOR PRESCRIBED
DRUGS IN MEDICAID

Medicaid drug costs are a factor of:
* Ingredient Costs
* Dispensing Fee

* Drug Rebate




INGREDIENT COSTS

* Medicaid pays pharmacies for the cost of drugs
dispensed to Medicaid beneficiaries.

* The federal government requires states to use the
actual acquisition cost (AAC) to set payment rates.
National Average Drug Acquisition Cost (NADAC)
data is used to measure AAC.

* Pharmacies negotiate prices to purchase drugs
from manufacturers or wholesalers.

'DISPENSING FEE

States have flexibility to establish a reasonable
professional dispensing fee.

In most cases Delaware Medicaid’s dispensing fee is
$10 per prescription.

The dispensing fee is $27 for certain specialty drugs
and clotting factor.




Lhrah

DRUG REBATE

Federal law requires manufacturers of drugs covered
under Medicaid to participate in the federal drug
rebate program.

Medicaid programs must cover almost ail FDA.-
approved drugs produced by these manufacturers.

States may also negotiate supplemental rebates in
addition to the federal statutory rebates.

SUPPLEMENTAL DRUG REBATES / SOVEREIGN

STATES DRUG CONSORTIUM (SSDC)

Delaware participates in the SSDC, a multi-state
purchasing pool to negotiate supplemental drug rebates.

The SSDC is an organization of |2 state Medicaid
programs to collectively solicit and evaluate offers from
manufacturers.

The SSDC state Medicaid programs represent over 7
million covered lives and total annual drug spending of
nearly $7 billion.
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SUMMARY OF PHARMACY EXPENDITURES
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Delaware Department of Correction A VPE A

Marc Richman, Ph.D. Bureau Chief. Department of Correction, Healthcare

Services

Key Data elements:

Over 18k prescription fills per month

Over 7100 Over the Counter medications each month
Approximately 3900 offenders on medication

Total of 10 sites across the state {4 Prisons, 6 work Release/VOP)
Controlled Substances: 1471 Rx/mos; 584 offenders

HCV offenders: 27 offenders/mos

HiV offenders: 70 offenders/mas

Psychotropic Meds: 1894 client/mas

Contractor: Correct Rx

FY 2020 and FY 2021 Casts
(see attached spreadsheet)

Essential Components of DDOC Pharmacy Contract: ¥ +*

¢ 7 day a week delivery [delivery within 24 hours following order/process)
e Full time Pharmacists on-site at EACH Level 5 prison and coverage for each Level 4 Work
Release/Viclation of Probation Center providing critical functions such as:

o}

Q0 0 0 00

Cutting edge clinical programs (e.g., diabetes education}

Consult on disease states and pharmaeconomics

with medical provider, manage high acuity patients

Help manage patient polypharmacy

Facilitating the Pharmacy and Therapeutics (P and T) Quarterly Meeting
Cost Savings methods and strategies

Utilization Review



Pharmaceuticals Management Feef _.rm:.aunmun_ Total
Frii $4,003,426.25 $696,480.00 $4,699,906.25
FYiz $5,124,626.11 $976,094.76 $6,100,720.87
Fri3 $4,760,027.47 $1,226,311.23 §5,986,338.70
Fria $5,440,210.67 $1,308,660.00 $6,748,870.67
FY1s $7.302,669.78 $1,466,698.83 58,769,368.61
FY16 $9,171,966.82 $1,623,328.580 $10,795,295.62
Fri7 $12,558,885.95 $1,647,333.03 $14,206,218.98
Fris $12,229,499.28 $1,536,022.46 $13,765,521.74
Frig $12,516,939.44 $1,637,557.00 $14,154,496.44
FY20 {estimated]  $13,110,500.00 $1,735,200.00 $14,845,700.00
FY21 {estimated]  514,028,200.00 $1,787,200.00 $15,815,400.00

NOTE: Anticipate percentage of offenders receiving MAT {Medication Assisted Treatment) to
increase in FY26. Will monitor monthly charges and adjust anticipated cost as needed for
methadone, suboxone and vivitrol.
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MEMORANDUM

TO: Rep. Ray Seigfried

FROM: Debbie Gottschalk, Legislative Attorney

DATE: Seplember 12, 2019

RE: HCR 35 Study Group & Determining Private Interests
Question Presented

What questions can members and participants be asked to identify personal or private interests during
discussions of the HCR 35 Interagency Pharmaceuticals Purchasing Study Group ("HCR 35 Study
Group™)?

Law

QOur system of government is based on citizen participation. Participation by citizens with subject matter
expertise from their professional or personal life experience informs policy decisions.

Delaware law halances the need for stakeholder participation with the need to prevent seif-gnrichment
by prohibiting members of a task force' from participating in a matter on behalf of the State when the
member has a personal or private interest which may impair the person's independent judgment.? There
is no restriction on the ability of a person with a personal or private interest responding to questions
regarding the matter. > Delaware law does not address the appearance of a conflict of interest.

State law defines when a person has a financial interest and when that interest tends to impair a person’s
independence of judgment.

A person has a “financial interest” in a private enterprise if:

a. The person has a legal or equitable ownership interest in the enterprise of more than
10% (1% or more in the case of a corporation whose stock is regularly traded on an
established securities market);

b. The person is associated with the enterprise and received from the enterprise during the
last calendar year or might reasonably be expected to receive from the enterprise during the
current or the next calendar year income in excess of $5,000 for services as an employee.
officer, director, trustee or independent contractor; or

c. The person is a creditor of a private enterprise in an amount equal to 10% or more of
the debt of that enterprise (1% or more in the case of a corporation whose securities are
regularly traded on an established securities market).!

129 Del C § 5804(113.
229 Del € § 580S5(2)1).
Y28 Del C § 5805(a) 1),
429 Del C § 5804(5)



A person has “an interest which tends to impair the person’s independence of judgment in the
performance of the person’s duties with respect to any matter” when:

a. Any action or inaction with respect to the matter would result in a financial benefit or
detriment to accrue to the persan or a close relative to a greater extent than such benefit or
detriment would accrue to others who are members of the same class or group of persons; or

b. The person or a close relative has a financial interest in a private enterprise which
enterprise or interest would be affected by any action or inaction on a matter to a lesser or
greater extent than like enterprises or other interests in the same enterprise.’

Ascertaining the Existence of a Private Interest

While there is no restriction on the ability of a person with a personal or private interest to answer
questions concerning a matter being reviewed by the State. determining whether a person has a personal
or private interest can support the integrity of the final work product. Answers to the following questions

should determine if, under Delaware law, a person has a financial interest and if that interest tends to
impair independence of judgment,

1. Do you or a close relative® have a legal or equitable ownership interest of more than 10%
{or 1% or more in the case of a corporation whose stock is regularly traded on an

established securities market) in a pharmacy, pharmacy benefit manager, pharmaceutical
distributor. or pharmaceutical manufacturer?

2. Are you or a close relative associated with a pharmacy, pharmacy benefit manager,
pharmaceutical distributor, or pharmaceutical manufacturer?

If yes —
Did you receive income in excess of $5.000 for services as an employee, officer,
director, trustee, or independent contractor last year?

Do you expect to receive this year or next year income in excess of $5,000 for services
as an employee, officer, director, trustee, or independent contractor.

3. Are you or a close relative a creditor of a pharmacy, pharmacy benefit manager,
pharmaceutical distributor, or pharmaceutical manufacturer in an amount equal to 10% or
more of the debt of that enterprise (1% or more in the case of a corporation whose
securities are regularly traded on an established securities market)?

4. Would an action or inaction with respect to State contracts regarding the purchase of
pharmaceuticals, including insurance reimbursement rates, result in a financial benefit or
detriment to you or a close relative to a greater extent than such benefit or detriment
would accrue to others who are members of the same class or group of persons?

529 Del C § 5805(a)(2).
% Close relative’ means a persons’ parents, spouse. chitdren {natural or adopted) and siblings.” 29 Del.C. § 5804(1).
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NATIONAL CONFLRENCL OF SIATE LEGISLATURLS

Prescription Drug Resource Center

2019 Mapping and Tracking State Approaches in Prescription Drug Laws
May 20, 2019
Compiled by the NCSL Health Program, Colleen Becker, Policy Specialist

During the past few years, states have addressed the high cost of prescription drugs with innovative or unconventional
policies, This report provides a snapshot of several state actions taken during the 2019 legislative session. You can find
extensive reports and information on these topics and others at NCSL's Prescriction Orug Policy Resource Center
Through the center, you can also access NCSL's Prescription Drup Law Database, where you can find direct links to the
text of more than 5,475 pleces of proposed and enacted legistation.

lmportation

Although not a new idea, the importation of prescription drugs from sources outside the U.S. has been rapldly gaining
the attention of state lawmakers. The Food and Drug Administration (FDA) has always held that importing drugs into the
United States for personal or commercial use is against federal faw. This is because pharmaceutical products from
foreign pharmacies are not subject to the FDA’s rigorous inspection, efficacy and safety standards. However, the ban has
not been enforced in many cases. According to a Karser Family Foundation poll conducted in 2016, 8% of respondents, or
about 19 million adults, said they or someone in their household had, at some point, used the Internet or crossed a
border to buy prescription drugs at prices that are sometimes 40% to 60% less than U.S. retail.

Although the FDA considers the importation of pharmaceuticals illegal, some state |egislators have chosen to test the
waters and see if there is room for compromise. In 2018, Vermont became the first state to pass legislation to develop
an importation program. An initial report to the legislature suggested that the program would mean approximately 51
million to 55 million annual savings for the state’s private health plan enrollees.

Vermont's measure specifies that the program must ensure cost savings and comply with federal safety and efficacy
standards. President Trump recently announced that he backs state importation programs. However, Health and Human
Services Secretary Alex Azar, who must approve these proposals, has openly criticized them.

Plans in two other states—Colorado [58 05] and Florida (HB 19)—have also been endorsed by Trump. For 2019, at the
time of this report, at least 28 bills have been introduced in 16 states.
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Gag Clauses

One theme recurring from 201B is the elimination of contractual gag clauses between PBMs and pharmacists. Gag
clauses prohibit a pharmacist from disclosing a cheaper alternative to patients, sometimes enforced by a fee. To date, 33
states have enacted legisiation related to gag clauses. Similarly, copay clawbacks—when a patient’s copay is more than
the total cost of the drug to the PBM or insurer and those entities essentially “claw back” the overpayment from the
pharmacy—are also often prohibited in these measures.

Ban PBM Gag Clauses
I3 Enscled law 2004-18
Enacled law, 2018

Enacted Laws = 13 states

ket LA et NI £ | 1| 2 | K

Fiduciary Duty

Some states are considering requiring PBMSs to act as a fiduciary. A fiduciary is a person or entity who holds a legal or
ethical responsibility to act in the best interest of their clients. At the time of this report, one state—Nevada-had
implemented a law requiring that a PBM has a fiduciary duty and at least four states have considered such laws,
Nevada's law specifies that a PBM has a fiduciary duty to a third party with which it has entered into a contract to
manage that party’s pharmacy benefits plan. This means the PBM must act in the best interest of the pharmacies or
consumers it serves, rather than the best interests of a health plan.

Registration and Licensing

Other state actions would require PBMs to either be licensed or registered with a state administrative agency before
conducting business in the state. Often, the agency that oversees PBMs is the office of the insurance commissioner,
which can investigate claims of wrongdoing. Typically, these laws require a PBM to apply for and annually renew their

registration, pay fees, and maintain a board—as well as identify their members, At least 20 -1ate: have enacted this type
of legislation in recent yeats.

Manufacturer Price Transparency

A recurring theme is transparency in how prescription drugs are priced. Fifty bills in 21 states were introduced on this
topic in 2019 and, as in the case of PBMs, the actions states took were diverse.
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Several states pursued legislation to commission a workgroup or a
study to investigate increasing drfzg prices but so far only one bill has passed. Indiana (HB 1029) enacted legislation to
form a prescription drug pricing study committee tasked with investigating issues consumers face related to
prescription drug pricing, access and costs.

Another common approach is to require disclosure of certain information to the state. Shedding light on the entire
supply chain, sweeping legislation was enacted in Washington { ) requiring insurance carriers, PBMs and
manufacturers to report various data to the health care authority.

The biil is comprehensive, but highlights include:

* Insurers must report the 25 prescription drugs most frequently prescribed by health care providers participating
in the plan's network, as well as the 25 costliest prescription drugs.

*  PBMs must report the total do#ar amount of all discounts and rebates received from the manufacturer, as well
as how much of those rebates are retained by the PBM for each drug on the PBM's formutaries. PBMs must also
disclose how much they pay retail pharmacies and the negotiated price that health plans pay the PBM for each
drug on the PBM's formularies.

* A manufacturer must submit to the state a description of all factors used to make the decision to either set or
increase the list price of the drug. In the event of a price increase—defined as a list price increase of 20% or
more annually, or a 50% increase over three years—a covered manufacturer must submit the amount of the
increase and provide a reason why. This includes any drug a manufacturer intends to introduce at a list price of
$10,000 or more for a course of treatment lasting less than one month or a 30-day supply. It would also include

drugs already on the market costing more than 5100 for a course of treatment lasting less than ane month or a
30-day supply.

Step-Therapy and Prlor Authorization

Policies affecting step-therapy, also known as “fail first,” and prior authorization protocols were also on the minds of
state lawmakers in 2019. These utilization management tools are often used by insurers and PBMs to encourage
providers and patients to choose less costly treatments while still maintaining an optimal quality of life. PBMs and
carriers sometimes make patients start on a cheaper alternative drug and “step” through to the next, more expensive,

tier if necessary. A health care provider must cbtain prior authorization from the plan or PBM to start a patient on a
higher tier.

As of May 2019, at least 16 bills in 11 states were enacted related to these mechanisms. Several measures would
require insurance carriers to develop a clear request process when step-therapy is used. In their 2019 sessions,
Okiahoma (SB 509) and Washington (HB 1879) enacted this type of legislation. An example of language is excerpted
below from the Washington law:

“When coverage of a prescription drug for the treatment of any medical condition is subject to prescription drug
utitization management, the patient and prescribing practitioner must have access to a clear, readily accessible, and
convenient process to request an exception through which the prescription drug utilization manggement can be
overridden in favor of coverage of a prescription drug prescribed by a treating health care provider.”
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At least two states—Arkansas (58 446} and North Dakota (HE
116%}—adopted laws prohibiting step-therapy protocols specifically for cancer patients.

Several measures alsa modified the prior authorization and appeals pracess. In Kentucky (SB 54}, health insurance
carriers will be required to develop and adopt a process for electronically requesting and transmitting prior
authorization for a prescription drug by health care providers. Under the new law, insurers will be required to render a
decision for urgent health care services, and to notify the covered person or provider of that decision, no later than 24
hours after the completed request is received. If the member is requesting nonurgent health care services, the carrier
must render a decision and notify the covered person or provider within five days of receipt.

Conclusion

Though some states have concluded their legislative sessions, the conversation on how to make prescription drugs more
affordable continues. While there is bipartisan agreement in Congress that action must be taken, progress is slow. in
response, state lawmakers have taken up the mantle to try to alleviate the high cost of drugs for both their constituents
and their state budgets. Even though policymakers may disagree in many other topic areas, state legislators have come
together to develop real world solutions to the drug cost conundrum. As the clock winds down in statehouses across
America, time will tell as to what new laws will prevail and how effective they will be.



